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NOTICE OF FINAL DETERMINATION 



A determination has been made that U.S. Patent No. 4,938,763, which claims the product 
ATRIDOX™, is ineligible for patent term extension under 35 U.S.C. § 156. 

An application for extension of the patent term of U.S. Patent No. 4,938,763 under 
35 U.S.C. § 156 was filed in the United States Patent and Trademark Office on October 23, 1998. 
The application was filed by Atrix Laboratories, the patent owner of record. Extension is sought 
based upon the premarket review under § 505 of the Federal Food, Drug, and Cosmetic Act 
(FFDCA) of a human drug product known by the tradename ATRIDOX™ having the active 
ingredient doxycycline hyclate. ATRIDOX™ was approved for commercial use and sale by the 
Food and Drug Administration (FDA) on September 3, 1998. 

A determination has been made that U.S. Patent No. 4,938,763 is NOT eligible for patent term 
extension under 35 U.S.C. § 156 based upon the regulatory review period of ATRIDOX™. 

A single request for reconsideration of this FINAL DETERMINATION OF INELIGIBILITY 
may be made if filed by the applicant within TWO MONTHS of the mailing date of this letter. 
The period for response may be extended pursuant to 37 C.F.R. 1.136. See 37 C.F.R. 1.750. A 
failure to respond to this letter will result in the application papers being placed into the patent 
file with no further action taken on the application for patent term extension. 

The application for patent term extension states that the product ATRIGEL® Delivery System 
contains two active ingredients: doxycycline hyclate and polymeric formulation delivery system, 
both of which have been previously approved for commercial use or sale by the Food and Drug 
Administration. A review of the Prescription Drug Product List, of the text "Approved Drug 
Products with Therapeutic Equivalence Evaluations'* (FDA's Orange Book), 18th Edition, 1998, 
page 3-125 and 3-125 (copy attached), reveals that many products containing the active 
ingredient doxycycline hyclate have been previously approved. For example, in oral capsule 
form, the products DOXY-LEMMON (50 mg) was approved on August 23, 1984, and 
DOXYCYCLINE HYCLATE (100 mg, Barr) was approved on January 28, 1983. Furthermore, 
doxycycline hyclate has also been approved in an injectable form with the products 
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DOXYCYCLINE (100 mg base/vial) on March 9, 1998. See also USPDI, Volume I, Drug 
Information for the Health Care Professional, Doxycycline Hyclate, pages 2828- 2829. 

Under 35 U.S.C. § 156(a) a term of a patent which claims a product shall be extended if, inter 
alia, the product has been subject to a regulatory review period before its commercial 
marketing or use. In addition, under § 156(a)(5)(A): 

the permission for the commercial marketing or use of the product ... is the first 
permitted commercial marketing or use of the product under the provision of law under 
which such regulatory review period occurred; (Emphasis added) 

Thus, the determination of eligibility of U.S. Patent No. 4,938,763 turns on the provisions in 
§ 156(a)(5)(A) that the permission for the commercial marketing or use is the first permitted 
commercial marketing or use of the product. The term "product" is defined in 35 U.S.C. § 156(f) 
as follows: 

(f) For purposes of this section: 

(1) The term "product" means: 
(A) A drug product . . . 

(2) The term "drug product" means the active ingredient of - 

(A) A new drug, antibiotic drug, or human biological product . . . .including any 
salt or ester of the active ingredient, as a single entity or in combination with 
another active ingredient. (Emphasis added.) 

By the explicit terms of section 156(f)(2), the term "product" as it relates to a human drug 
product means the active ingredient of the new drug product. The active ingredient in the 
approved product is doxycycline hyclate. The polymeric formulation delivery system included 
in syringe B of ATRIDOX™ is not an active ingredient since doxycycline hyclate, not the 
polymeric formulation system, provides the desired pharmacological activity for treatment of 
chronic adult periodontitis. 1 The prior approval under Section 510(k) of the Federal Food, Drug 
and Cosmetic Act of poly(DL-lactide) and N-methyl-2-pyrrolidone, ingredients of the polymeric 
formulation system, confirms that FDA does not consider these ingredients to be drugs and 
instead considers the polymeric formulation to be a medical device. As noted in the application 
for patent term extension and as shown in the Prescription Drug Product List of the Approved 



: The term "active ingredient" is defined in 21 CFR 60.3(b)(2) as "(2) any component that 
is intended to furnish pharmacological activity or other direct effect in the diagnosis, cure, 
mitigation, treatment, or prevention of disease, or to affect the structure or any function of the 
body of man or of animals. The term includes those components that may undergo chemical 
change in the manufacture of the drug product and be present in the drug product in a modified 
form intended to furnish the specified activity or effect." 
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Drug Products with Therapeutic Equivalence Evaluations , for example), the active ingredient 
doxycycline hyclate had been approved for commercial marketing and use prior to the approval 
of the applicant's product. Applying the definition of "product" provided in section 156(f) to the 
extension requirement of § 156(a)(5)(A), applicant's approval of doxycycline hyclate does not 
qualify as the first permitted marketing or use of the active ingredient. Since the approval of 
ATRIDOX™ was not the first permitted marketing or use of the active ingredient thereof, the 
patent is not eligible for patent term extension based upon the regulatory review of ATRIDOX™. 
See In re Fisons Pharmaceuticals Limited . 23 1 USPQ 305 (Comm'r Pats. 1986); affd. Fisons pic 
v. Ouigg . 8 USPQ2d 1491 (DDC 1988); afM 10 USPQ2d 1869 (Fed. Cir. 1988); Glaxo 
Operations UK Ltd. v. Ouigg . 13 USPQ 1628 (Fed. Cir. 1990). 

In view of the above, the term of U.S. Patent No. 4,938,763 is not eligible for extension under 
35 U.S.C. § 156 based upon the approval of the product ATRIDOX™ and the application for 
patent term extension, filed October 23, 1998, is dismissed . 

Any correspondence with respect to this matter should be addressed as follows: 

By mail: Assistant Commissioner for Patents 

Box Patent Ext. 
Washington, D.C. 20231 

By FAX: (703)308-6916 

Attn: Special Program Law Office 

By hand: One Crystal Park, Suite 520 

2011 Crystal Drive 
Arlington, VA 

Telephone inquiries related to this determination should be directed to the undersigned at 
(703) 306-3159. 




Karin Tyson 
Senior Legal Advisor" 
Special Program Law Office 
Office of the Deputy Assistant Commissioner 
for Patent Policy and Projects 
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-Tetracyclines (Systemic) 
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DOXYCYCLINE 



Oral Dosage Forms 



DOXYCYCLINE FOR ORAL SUSPENSION USP 

US to^a n ^00^H m ^ AmibaCteria ' < S » ic >: -fP- 
STiT' 8 (b3Se) CVery twelve hour s 'he first dav then 

00 to 200 mg once a day; or 50 to .00 mg every twelve hJuA 

ESf ylaXiM)rai ' 100 m 8 ( bas =) once a day. Prophy- 

Syphilis (primary and secondary}— Oral t <;n tu 

twelve hours for at least ten da7s ' mg (baSC) 

lXlonhS r S PrOPhy,aXis)] - 0ral - 100 "* (base) once 

kg of body w ei gh. every twelve hours the first day 8 ,hen 2 2 to 

t K 8 ° b ° dy Wd8hl once a da * ~ I <° mg per 
kg of body weight every twelve hours g P 

Ch,.dren over 45 kg of body weight: See Usua, adult and adolescent 
■ Malaria prophylaxis— Children over 8 vcars of w r>roi •> 

Infants and children up to 8 years of aec— AM t , tM , l( ,r r 



Summary of Differences 

Drug interactions and/or related problems- 

General dosing information: 

No dosage reduction, in renal impairment 

May be taken with fqod, milk, or carbonated beverages. 

Additional Dosing Information 

tor oral dosage forms only- ^ . *. 

IrrSK c n u e rs may bC talce " With f °°<* or milk if gastrointestinal 




Strengths) usually available: ( 

U.S. — 

/ 25 me P^- 5 . mL » when reconstituted according nL r 
Canada 1 -'" 0110118 (baSC) (Rx) [Vibram y ci »l * mh ***tfM 
Not commercially, available ' 

othe^se specified by manufacture, Store ii^^^*^ 

Stability: After reconstitute; Suspensions 'ttMn'ZZ'Z 

14 days at room temperature. • -• ■ T P° te "cy fcM 
Auxiliary labeling: , ■, ..:•■ « 

. • Shake well. 

• Continue medicine for* full time of treatment 

• Do not take within I to 3 hours of other • 

• Avoid too much sun or use of sunlamp 

• Beyond-use .datc. ' , 

Note: When dispensing, include a calibrated liquid-measuring^ 
DOXYCYCLINE CALCIUM ORAL SUSPENSION USP 

Usual adult prescribing ,i mits: See DoxycyCine for Oral 3^1^^ 




Note 



Usual pediatric dose: See Doxycycline for Oral Suspend USP 
Strength(s) usually available- 

U.S. — . . 

Canada- ^ 5 mL ^ (Rx) t™""Km]. * 
Not commercially available. 

Packaging and storage: Store below 40 °r fi04 °r nr r mi 

tween 15 and 30 °C f59 and sT^ V ( \ 1 P rcfcr:,M . v ^ 

Auxiliary labeling: 

• Shake well. 

• Continue medicine for full time of treatment 

.' A °JT, * u hin ' 10 3 hours of ° ther medicines. 
Avoid too much sun or use of sunlamp. 

Note: When dispensing, include a calibrated liquid-measuring dc&L 

DOXYCYCLINE HYCLATE CAPSULES USP ^ 
Usualadult and adolescent dose: See Doxycycline for Oral SusptvlfiC^ 

UsuaUdult prescribing limits: See Doxycycline for Oral SuiMg" 

Usual pediatric dose: See Doxycycline for Oral Suspension USP*$$ 
Strength(s) usually available: 
U.S.— 

50 mg (base) (R X ) [Monodox; Vibramycin; genericJ.I* ffi 
100 mg (base) (Rx) [Doxy-Caps; Monodox; Vibramycfc 

NERICj. . 

Canada — 

100 mg (base) (Rx) [Apo-Doxy; Doxycin; Novodoxylin; I 
mycin]. ^ 

Packaging and storage: Store below 40 °C (104 °F), preferably I 
tween 1 5 and 30 °C (59 and 86 °F)i unless otherwise specified . 
manufacturer. Store in a tight, light-resistant container. 

Auxiliary labeling: 

• Continue medicine for full time of treatment. ' XwH 

• Oo not take within 1 to 3 hours of other medicines. WjlJ5 

• Avoid too much sun or use of sunlamp. 

• Keep container tightly closed in a dry place. 

D0 ^YCLINE HYCLATE DELAYED-RELEASE * 
CAPSULES USP 

Usual adult and adolescent dose: See Doxycycline for OralSri 
USP. vri T 

USU {/i£ dUl * prescribin 8 limits: See Doxycycline for < 



;,Auxilia 
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! 4: even 

l£ (b 
iT.Vsuat ad 



r Oral i 



*# s ) usu. 

,>I00 
S*>. 200 . 



Tetracyclines (Systemic) 2829 



|| pediatric dose: Sec Doxycycline for Oral Suspension USP. 
) usually available: . „ . 

\' iop.mg (base).(Rx) [Doryx; GENERIC].,. 

fv"i a (W.mg (base) (Rx) [Doryx].. ,v- -i. - - - 
«crine and storage: Store below 40 °C (104 6 F), preferably be- 
an J5;an d .30-,°C(59 and 86 °F), unless otherwise specified.by 
pufacturer, Store in a tight, light : resistant container., 

tlary. labeling: 

^Continue medicine for full time of treatment. 
RtPo npt take within 1 .to ,3 hours of other medicines.. 
S^void too much.sun or use of sunlamp. 
K^Keep container.tightly. closed in a dry-place. 
^Swallow capsules whole. . 

^D&ycycline Delayed-release Capsules USP cpntajn enteric-coated 
ffpcilcts. /■' 

BXYCYCLINE HYCLATE TABLETS USP 
] adult and adolescent dose: See Doxycyclinefor Oral Suspension 
JSP- 

tat adult prescribing limits: See Doxycyclinefor Oral Suspension 
&VSP. 

^al pediatric dose: See Doxycycline for Oral Suspension USP. r 




jSeiigth(s) usually available: 

u s.— 

ji: i00 mg (base) (Rx) [Doxi Film; Vibra-Tabs; GENERIC]. 

.'Canada — ' ' '_ ' ' 

100 mg (base) (Rx) [Doxycin; Vibra-Tabs]. 

ickaeing and storage: Store below 40 °C (104 °F), preferably be- 
tween 15 and. 30 °C (59 and 86 ?F), unless otherwise specified by 
.manufacturer. Store in a tight, light-resistant container. 

§~ Auxiliary labeling: 

. Continue medicine for full time of treatment. 
Do not take within 1 to 3 hours of other medicines. 
Avoid too much sun or use of sunlamp. 
e " • Keep container tightly closed in a dry place. 

Parenteral Dosage Forms 
DOXYCYCLINE HYCLATE FOR INJECTION USP 
Uwai adult and adolescent dose: Antibacterial (systemic); antipro- 
lozoal— Intravenous infusion, 200 mg (base) once a day or 100 mg 
every twelve hours the first day, then 100 to 200 mg once a day; 
or 50 to 100 mg every twelve hours. 
Note: Syphilis (primary and secondary)— Intravenous infusion, 150mg 

(base) every twelve hours for at least ten days. 
.Usual adult prescribing limits: Up to 300 mg (base) daily. 
: i)Uwal pediatric dose: Antibacterial (systemic); antiprotozoal— 
^Children 45 kg of body weight and under: Intravenous infusion, 
' 4.4 mg (base) per kg of body weight once a day or 2.2 mg per 
kg of body weight every twelve hours the first day; then 2.2 to 
4,4 mg per kg of body weight once a day or 1.1 to 2.2 mg per 
kg of body weight every twelve hours. 
^"Children over 45 kg of body weight: See Usual adult and adolescent 
dose. 

Infants and children up to 8 years of age— All tetracyclines form 
a stable calcium complex in any bone-forming tissue. Accord- 
ingly, tetracyclines may cause permanent yellow-gray-brown dis- 
coloration of the teeth, as well as enamel hypoplasia. Also, a 
decrease in linear skeletal growth rate may occur in premature 
infants. Therefore, tetracyclines are not recommended in these 
age groups unless other drugs are unlikely to be effective or are 
contraindicated. 

&5«0 usually available: 

■ 100 mg (base) (Rx) [Doxy; Vibramycin; GENERIC], 
jjj -.200 mg (base) (Rx) [Doxy; Vibramycin; generic]. 
-Canada— 

. IQO mg (base) (Rx) [Vibramycin]. 



Packaging and storagey Prior to reconslitutibni store below 40 : C 
(104 °F), preferably between 15 and 30 'C (59 and 86«°F), unless 
otherwise specified by manufacturer. Protect from light.' ' 

WcparatiwofdoOTge intravenous 
use add 10 m L of sterile water for injection orother suitable diluents 
(see manufacturer's package, insert) to each;.100-mg vial or. 20 mL 
of diluent to each 200-mg vial. The resulting solution containing the 
equivalent of 100 to 200 mg of doxycycline may be further diluted 
in 100 to 1000 mL or in 200 to 2000 mil of suitable diluent, re- 
spectively. ... . ,. - ; (- \ \ 

^After reconstitution, intravenous infusions of doxycycline hyclate 
retain their potency for 12 hours at room temperature or for 
72 hours if refrigerated at concentrations of . 100 mcg..(0.1 mg) 
. to 1 mg per mL in suitable fluids (see manufacturer'^Rackage 
. ' insert).' Intravenous infusions of doxycycline hyclate. retain, their 
'"' potency for 6 hours at room temperature at concentrations of 
100 meg (Oil mg) to' 1 nig per mL in lactated Ringer's injection 
or 5% dextrose and lactated Ringer's injection. Infusions must 
be protected from direct sunlight during administration. 
If frozen immediately after reconstitution with sterile water. for in- 
jection, solutions at .concentrations of 10 mg per mL-retain their 
potency up to 8 weeks at -20 °G (-4 °F). Once thawed, so- 
lutions should not be refrozen. 

Additional information: . ; ; • . 

Concentrations less' than 100 meg (0.1 mg).per mL or greater than 

1 mg per.mL are not recommended. 
Infusions may be administered over a 1- to 4,hour. period. Avoid 

rapid administration. 
.Do not administer intrarnuscularly or subcutaneously. . 



■fee 



MINOCYCLINE 



Summary of Differences 

Precautions: . , t . 

Laboratory value alterations— No increase in BUN concentrations. 
Medical considerations/contraindications— Caution not needed in 
renal impairment. * 

Side/adverse effects: May also cause dizziness, lightheadedness, or un- 
steadiness (central nervous system [CNS] toxicity); and pigmen- 
tation of skin and mucous membranes. 

General dosing information: 

No dosage reduction in renal impairment. 
May be taken with food or milk. 

Additional Dosing Information 

For oral dosage forms only: 

. Minocycline may be taken with food or milk if gastrointestinal 

irritation occurs. 

Oral Dosage Forms 

MINOCYCLINE HYDROCHLORIDE CAPSULES USP 
Usual adult and adolescent dose: Antibacterial (systemic); antipro- 
tozoal-Oral, 200 mg (base) initially, then 100 mg every twelve 
hours; or 100 to 200 mg initially, then 50 mg every six hours. 
Note: Gonorrhea— Oral, 100 mg (base) every twelve hours for at least 
four days. 

Mycobacterium marinum infections— Oral, 100 mg (base) every 
twelve hours for six to eight weeks. 

Neisseria meningitidis carriers (asymptomatic)— Oral, 100 mg 

(base) every twelve hours for five days. 

Uncomplicated urethral, endocervical, or rectal infection caused 

by Chlamydia trachomatis— Oral, 100 mg (base) two times a 

day for at least seven days. 
Usual adult prescribing limits: Up to 350 mg (base) the first day; then 

up to 200 mg a day. 
Usual pediatric dose: Antibacterial (systemic); antiprotozoal— Chil- 
dren 8 years of age and over: Oral, 4 mg (base) per kg of body 
weight initially, then 2 mg per kg of body weight every twelve hours. 



Best Available Copy 
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256 DOXOR-DRAFL USP Dictionary of USAN and International Drug Names 



BAN. Antineoplastic. Adriblastina (Farmitalia, Socicta 
Farmaceutici Italia, Italy) 




Doxorubicin Hydrochloride. USP. C27H 29 NO n .HCl. 579.99. 
(1) 5,12-Naphthacenedione, 10-[(3-amino-2,3,6-trideoxy-a- 
L-/^ohexopyranosyl)oxy]-7,8,9,10-tetrahydro-6,8,ll-tri- 
hydroxy-8-(hydroxylacetyl)-l-methoxy-, hydrochloride (85- 
cis)-\ (2) (85,105)-10-[(3-Amino-2,3,6-trideoxy-a-L-/yjca- 
hexopyranosyl)oxy]-8-glycoloyl-7,8,9,10-tetrahydro-6,8,ll- 
trihydroxy-l-methoxy-5,12-naphthacenedione hydrochlo- 
ride. CAS-253 16-40-9; CAS-232 14-92-8 [doxorubicin], 
JAN. Antineoplastic. Adriamycin (Pharmacia & Upjohn); 
(Astra); Rubex (Bristol-Myers Oncology) ^NSC-123127 




Doxpicodin Hydrochloride (previously used name) — See 
Doxpicomine Hydrochloride. 

Doxpicomine Hydrochloride [1980] (dox pi' koe meen). 
C, 2 H, 8 N 2 02.HC1. 258.75. [Doxpicomine is INN.] (1) 3- 
Pyridinemethanamine, a-i,3-dioxan-5-yl-yV,/V-dimethyl- t 
monohydrochloride, ( — )-; (2) (— )-3-[(Dimethylamino)-w- 
dioxan-5-ylmethyl] pyridine monohydrochloride. CAS- 
69494-04-8; CAS-62904-7 1-6 [doxpicomine]. Analgesic. 
(Lillyt) [Name previously used: Doxpicodin Hydrochlo- 
ride.! <?LY 108380 



0 • HCl 



I 

N(CH 3 ) 2 



Doxybetasol (BAN) — See Doxibetasol. 

Doxycycline [1966] (dox i sye' kleen). USP. C 2 2H24N 2 0 8 ,H 2 0. 
462.46. [Doxycycline Hydrochloride is JAN.] (1) 2-Naph- 
thacenecarboxamide, 4-(dimethylamino)-l,4,4a,5,5a,- 
6,11,1 2a-octahydro-3,5, 1 0, 1 2, 1 2a-pentahydroxy-6-methyI- 
1,1 1-dioxo-, [45'-(4a,4aa,5a,5aof,6a, 12aa)]-, monohy- 
drate; (2) 4-(Dimethylamino)-l,4,4a,5,5a,6,l 1 , 1 2a-octahy- 
dro-3,5, 1 0, 1 2, 1 2a-pentahydroxy-6-methyl- 1 , 1 l-dioxo-2- 
naphthacenecarboxamide monohydrate. CAS- 1 7086-28- 1 ; 
CAS-564-25-0 [anhydrous]. INN; BAN. Antibacterial. 
Monodox (Oclassen); Vibramycin (Pfizer) <?GS-3065 




OH 

H CH 3 H OH H N(CH 3 ) 2 



Antibacterial; 



Doxycycline Calcium. USP [Oral Suspension] 
antiprotozoal. 

Doxycycline Fosfatex [1987]. (C 22 H 2 4N 2 0 8 )3.NaP03.(HP0 3 )3. 
1675.23. (1) 2-Naphthacenecarboxamide, 4-(dimethyI- 
amino)- 1 ,4,4a,5,5a,6, 11,1 2a-octahydro-3,5, 1 0, 1 2, 1 2a-pen- 



tahydroxy-6-methyl-l,l 1-dioxo-, [4£-(4a,4aa t 5a,5aa,6a,- 
12aa)]% compound with metaphosphoric acid (H 4 P 4 0 12 ) 
monosodium salt (3:1); (2) (4S,4a*,5S,5a/? f 6/?,12a£)-4- 
(Dimethylamino)-l ,4,4a,5,5a,6, 11,1 2a-octahydro-3,5, 1 0, 1 2,- 
1 2a-pentahydroxy-6-methyl- 1,11 -dioxo-2-naphthacenecar- 
boxamide, compound with sodium trihydrogen metaphos- 
phate (H 3 NaP 4 6 12 ) (3:1). CAS-83038-87- 3. BAN. Antibac- 
terial. (Hovione, LDA, Portugal) 4>AB08; DMSC 




CONH 2 



NaP0 3 
(HPOj) 3 



Doxycycline Hyclate. USP. (C 22 H 24 N 2 0 8 .HCl) 2 .C 2 H 6 O.H 2 0. 
1025.89. (1) 2-Naphthacenecarboxamide, 4-(dimethyl- 
amino)-l ,4,4a,5,5a,6-, 11,1 2a-octahydro-3,5 ,10,12,1 2a-pen- 
tahydroxy-6-methvl-l,l 1-dioxo-, monohydrochloride, compd. 
with ethanol (2:1), monohydrate, [4S-(4a,4aa,5a,5aa,6a,- 
12aa)]-; (2) 4-(Dimethylamino)-l,4,4a,5,5a,6,l l,12aocta- 
hydro-3 ,5,10,12,1 2a-pentahydroxy^6-methyl- 1,11 -dioxo-2- 
naphthacenecarboxamide monohydrochloride, compound 
with ethyl alcohol (2:1), monohydrate. CAS-24390-14-5; 
CAS-564-25-0 [doxycycline]. Antibacterial. (Apothecon); 
Doryx (Parke-Davis); (Elkins^Sinn); (Lemmonj); Vibra-Tabs 
(Pfizer); Vivox (Bristol-Myers Squibbf) 

Doxylamine Succinate (dox W a meen). USP. 
C 17 H 22 N 2 O.C 4 H 6 04. 388.47. [Doxylamine. is INN and 
BAN.] (1) Ethanamine, yV,/V*-dimethyl-2-[ 1 -phenyl- 1 -(2- 
pyridinyl)ethoxy]-, butanedioate (1:1); (2) 2-[a[2-(Dimeth- 
ylamino)ethoxy]-a-methylbenzyl] pyridine succinate (1:1). 
CAS-562-10-7; CAS-469-21-6 [doxylamine]. Antihista- 
mine. Decapryn Succinate (Marion Mcrrcll Dowt); Uni- 
som (Pfizer); component of Robitussin Night Time Cold 
Formula (Whitehall-Robins) 




D-Panthenol 50. BASF brand of Dexpanthenol. 

DPE. Code designation for Dipivefrin. 

DPN. Code designation for Nadide. 

DR-3355. Code designation for Levofioxacin. 

Dr. Scholl's Athlete's Foot Spray. Schering-Plough Health- 
Care brand of Tolnaftate. 

Dr. ScholFs Callus Removers. Schering-Plough HealthCare 
brand of Salicylic Acid. 

Dr. ScholFs Corn Removers. Schering-Plough HealthCare 
brand of Salicylic Acid. 

Dr. Scholl's Wart Remover Kit. Schering-Plough HealthCare 
brand of Salicylic Acid. 

Draflazine [1993] (dra' fia zeen). C^H^C^^O;,. 604.53. 
(1) 1-Piperazineacetamide, 2-(aminocarbonyl)-/V-(4-amino- 
2,6-dichlorophenyl)-4-[5,5-bis(4-fluorophcnyl)pcntyl]-, 
( ± )-; (2) ( ± )-4 / -Amino-4-[5,5-bis(/?-fluorophenyl)pcntyl]-2- 
carbarrioyl-2 / ,6'-dichloro-l-piperazineacetanilidc. CAS- 
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